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onal fnstitutes of Wealth @E-Z), through its ~ati~~a~ Library 
nt from the FRA and others, d~vel~~cd the Clinical Trials Dat 
inieal Trials Data Bank was made available to the public on F 

~lltc~~gt. ’ At that tjme, the data bank include -spomored trials. 



To ensure that i~lf~rmat~~n available t~~r~~~h the Clinical Trial Data Bank is in a form that is 
readily ~nderstQ~d, Mre have established four ata elements, which are listed below. T 
cIements are made up of the ful~~w~n~ data fields: (I> descriptive ~~fo~~a~i~~~, (23 
~~~f~rmati~n, (3) location and contact ~nf~~at~~n, and (4) administrative data. We 
established the Protocol ~e~istrat~~n System (PRS), a Web-based data ~~~~essjn~ p 
f~~i~jt~te collection of this ~nf~rmatiQ~ fur the bank. The four dat 
listed below, as WC I as de~nitiuns applicable e PRS, can bc view 
j~~~~.~~~S~~fU ~~~~i~~~~~~~~s g(w[. I.__. ..:..s **_.._..._ . ..=...,.....~..~..........~.,..,..~ 

To verify the existence of an IND and tol assist in ad~~i~~istrat~v~ tra~~~~~~, we ask that you also 
ur subn~iss~~n the IND n~n~b~r a serial ~~nlb~r and designate w~~~t~er 

Center for Drug ~va~~atiu~ and esearch (CDER) or the Center for Bio 
d Research (CRER). This adml tmtivc jnfo~~atj~l~ is in a s~i~a~at~ data field arid 
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S6cti~n 11.3 of the ~~d~rn~~atiQn Act requires that sponsors submit ~nf~~at~~n no later than 2 1 
days aft-m the: trial is opened for enr~~~~cnt5 (42 U,S.C. 282(j)(?)). Section 1 I3 does not specify 
when sponsors must submit ~nf~~ati~n about ctinical trials that are existing and ~ng~~~~g. To 
~r~vid6 a tra~s~t~~na~ period foor sponsors of clinical trials at are &~~~~~~y sngoiag and 

ected to continue e~~ull~~g patients for more than 45 d s, we ask that you submjt 
in 45 days after this guidance is made available through the ~e~~~~~ Regls~. 

me ~~c~~rage you to submit inf~~atj~n through the PRS for inclusion ~I.I the data bank as soon 
as possible? 



As FDA reiterated in the EQSZ T?zzck Gz~‘dance, the seria-trsness of a disease is a batter of 
~~d~~nt~ but generally is based on such factors as survival, day-to-day ~nGt~~~~~g, and the 
like that the disease, if feR untreated* wilt progress from a less severe ~~ndjt~~~ to a more 
.%Xi e. For example, acquired ~~~~~~d~~~j~n~y syndrome ~AI~S~, all athcr stages of 

i~rn~~~d~~e~~n~y virus (HIV) infection, Alzheimer’s dlseasc, 
failures cancer, and many ather diseases are clearly serious in their full 
~u~he~~re, Mary chrunic illnesses that are generallfy well rna~~ag~d 

ave serious outcomes. For example, ~ll~arnrnat~~ bowel disease, f rh~umatu~d arthritis, 
iabetes rn~~l~tus, systemic lupus ~~th~rnat~s~s~ depression, psych d maay other diseases 

can be serious in some or al1 elf their phases or for certain ~~~ulati~~s. 

Any ~nvestjgat~~~a~ dfitg that has rcceivcd fast track desi~ati~n would bc considered a drug to 
treat a serious disease or c~nd~tj~n~’ ~~f~r~~atj~n on ~ff~~tive~ess trials for drugs that have 
received fast trac d~s~~~at~~n wQ~~d qualify for s~b~~ssj~~ ta the Clinical Trials 

Not all trials carried out ulzdcr 21 CFR part 3 X 2 are trials to test ~ffeetjv~~~~ss. FDA cmsidcrs all 
phase 2, phase 3, aged phase 4 trials with efficacy ~~~d~~ints as trials to test ~ff~~tiv~~~~ss.~ 

F * Wh;Sch trials are provided to the publie thraugh the Clinicat Trials Data Bank? 

~~th~~g~~ it is not specifically discussed in section 113 of the ~~d~~~~~~at~~l~ Act, there are 
situations in which there may be a sig~i~~ant n~~b~~ of patients with the disease or ~~~d~t~~~~ 
“r‘or w~~i~~ the drug is beit?g d~vel~~~d who arc not adequately treated by existing therapy, who 



e e~i~~b~~ity criteria far ~nr~llment, or who able to ~a~~cj~ate in a 
study m these situations, spansors 333 me QS more expmded 

access protocols t ude such patients. In su 
sponsors also con r ~nf~~ati~n t-0 
ava~~ab~~~ty sf any expanded access protwo for treatment use in addition. to required 
submissions- 

AfIcr you have ~~t~~~d the data, th 
copy of the receipt will be sent to t 

crates a receipt for USC by s 01150s5. An c:Icctranic 



cmmtry where the gmtocol is being conducted; and a central eontact name and phone number. 
You can ako provide the Barnes and phone lumbers of ~~d~v~dua~ site contacts. 
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review uf listings need not QCGI.K when, as exe, the system foamat Emits the ~nf~rrn~t~un 
ask ~~fo~at~o~~ such as title, purpose of the study, prcltsccti 

s~rnrna~, basic eli~i~jlity criteria, study site locations, and how to contact the site for f~~~~~r 
~~~fo~at~on. I’ 


